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tee under the chairmanship of
Dr Lalit Kumar Gupta, direc-
tor, P'rof Department of har-
macology, LCMH Hospital,
New Delhi and one expert each
from clinical pharmacology,
orthopaedics and  medicine.
The sub-committes was rec-
ommended to co-opt subject
experts as and when i

In the DTAB meeting held
on Januwary 25, 2024, the DTAB
said that the sub-committee
was constituted through an of-
fice memorandum on Decern-
ber 15, 2002 and it evaluated
the replies and clarifications
presented by the firms, re-
arived through the CDSCO, in
respornse to the notices issued
in respect of the FDC.

Without  elaborating  the
sub-committee findings, the
Board concluded, “DTAB
deliberated the matter and
agreed for prohibiting  the
manufacture, sale and dis-
tnbution for human use of
FDC drug S{+) etodolact
paracetamol.”

pain relief combination
bdolac+paracetamol

As reported  earlier, the
Central govt prohibited the
FDC  etodolac+paracetamol,
which  was  manufactured
by various companies in the
country, and Emcure’s 5{+)
etodolac+paracetamol combi-
nation, through an order on
September 7, 2018, with the
reasons that the FDC may in-
volve risk to human beings.
The combination was one of
the formulations which were
prohibited based on the rec-
ommendation of a sub-com-
mittee under the Chairman-
ship of Dr Nilima Kshirsagar,
which was formed to evaluate
the 349 FD{Cs which were pro-
hibited by the government in
2016 and 2017,

The sub-committee recom-
mended 33 FDCs be prohib-
ited, and of the remaining,
three need to be restricted for
specific indications and three
others to be restricted to spe-
cific quantities/strengths of
ingredients and for spedific
indications.
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Indian pharma industry all set to scale new peaks

Dr. Sanjay Agrawal

77 Indian pharmaceu-
tical industry is a key
plaver in the global
markel, known for its

obust  capabilitics  in drug

manufacturing  and  rescarch
and development (R&D). As
the world's largest provider of
generic medicines and a signifi-
cant contributor to global vac-
dne production, India’s pharma
sector has witnessed substantial
growth over the past few de-
cades. This article explores the
current state, challenges, oppor-
tunities, and future prospects
of the Indian pharma industry.

Current state of Indian
pharma industry
Market size and growth

The Indian pharmaceutical
industry is valued at approxi-
mately $42 billion and is ex-
pected lo grow to $65 billion
by 2021 and further to $120
billion by 2030. India ranks
third worldwide for pharma-
ceutical production by volume
and 1th by value. The country
accounts for 20 per cent of the
global supply of generic medi-
cnes, making it a vital player in
the global pharma market.

Key segments

8 Generic drugs: India is the
largest supplier of generic
medicines globally, provid-
ing affordable alternatives
to branded drugs. This seg-
ment dominates the Indian
pharmaceutical market.

e Quver-the-Counter  (OTC)
medicines: The demand for
OTC medicines is rising
due to increased consumer
awareness and self-medica-
tion trends.

u  Active Pharmaceutical In-
gredients (APIs): India is
a major producer of ADls,
which are crucial for the
production  of  various
drugs,

& Biosimilars: With advance-
ments in biotechnology, the
production of biosimilars
has seen significant growth,
offering cost-effective alter-
natives lo biologic drugs.

®  Vaceines: India is a leading
manufacturer of vaccines,
supplyving to more than 150
countries.

Key players

The Indian pharma industry
is home to several prominent
companies,  including  Sun
Pharmaceuticals, Dr. Reddy's
Laboratories, Cipla, Lupin,
and Aurobindo '’harma. These
companies have established a
strong presence both domesti-

cally and internationally.

Drivers of growth
e Cost efficiency

India’s cost-efficient produc-
tion capabilities are a major
driver of its pharmaceutical in-
dustry’s growth. The lower cost
of production in India is attrib-
uted to affordable labor, raw
materials, and manufacturing
facilities. This cost advantage
enables Indian pharma com-
panies to produce high-quality
drugs at competitive prices.

= Skilled workforce
India boasts a large pool of
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The regulatory environment
in India can be complex and
challenging. Stringent regula-
tions, delays in drug approv-
als, and compliance issues can
hinder the growth of the phar-
maceutical industry. Ensuring
consistent  quality  standards
across all manufacturing units
is another challenge that com-
panies face,

® Dependency onimports
Despite its strong manufac-
turing capabilities, India is
heavily dependent on imports
for certain APls and raw ma-
terials, primarily from China.

value chain. Developing new
drugs, biosimilars, and innova-
tive drug delivery systems can
apen up new revenue streams,
Collaboration  with  global
pharmaceutical companies and
rescarch institutions can also
enhance R&D capabilities.

® Growthin
biopharmaceuticals

The biopharmaceutical seg-
ment offers significant growth
opportunities. As the global
demand for biologics and bio-
similars increases, Indian com-
panies can leverage their man-
ufacturing prowess and cost

L

skilled professionals in  the
pharmaceutical and biotech-
nological fields. The country’s
emphasis on science and tech-
nology education has pro-
duced a workforee profident
in R&D, manufacturing, and
quality control.

8  Government support

The Indian government has
implemented several initiatives
to support the pharmaceuti-
cal industry. The ‘Pharma Vi-
sion 2020 aims to make India
a global leader in end-to-end
drug manufactuning. Policies
such as the Production Linked
Incentive (I'LI) scheme encour-
age domestic production of
AD'ls and key starting materials
(KSMs), reducing dependency
on imports.

8  Growing domestic market
India’s growing population,
increasing  healthcare  aware-
ness, and rising middle-class
income levels contribute to the
expanding domestic market for
pharmaceuticals. The preva-
lence of chronic diseases and
the aging population also drive
the demand for healthcare
products and services.

Challenges facing industry
g Regulatory environment

This dependency poses a risk
to the supply chain, as seen
during the Covid-19 pandemic
when disruptions in imporls
affected drug production.

2 Intellectual Property
Rights (IPR)

While India has made signifi-
cant strides in strengthening
its IPR framework, concerns
remain about the protection of
patents and the enforcement of
IPR laws. Balancing the need
for affordable medicines with
the protection of intellectual
property rights continues to be
a challenge.

s Price control

The Indian government con-
trols the prices of essential
medicines through the Na-
tional Pharmaceutical Pricing
Authority (NPPA). While this
ensures affordability, it can
also impact the profitability
of pharmaceutical companies,
particularly those involved in
the production of low-cost ge-
nerics.

Opportunities for growth
8 Expanding R&D capabili-
ties

Investing in R&D is audal
for the Indian pharmaceuti-
cal industry to move up the

advantages to capture a larger
share of this market.

& Digital transformation
Adopting digital technolo-
gies such as artifidal intelli-
gence (Al), machine leaming
(ML), and blockchain can revo-
lutionize the pharmmaceutical
industry. These technologies
can streamline drug discovery,
enhance supply chain manage-
ment, and improve patient out-
comes through personalized
medicine.

2 Global expansion

Expanding into new inter-
national markets can drive
growth for Indian pharma-
ceutical companies. By estab-
lishing a presence in emerg-
ing markels in Africa, Lalin
America, and Southeast Asia,
Indian companies can diver-
sify their revenue streams and
reduce dependency on tradi-
tional markets like the US and
Europe.

® Contract Research and
Manufacturing Services
(CRAMS)

The CRAMIS sector presents
a significant opportunity for
growth. Global pharmaceut-
cal companies are increasingly
outsourdng their research and
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manufacturing needs lo cost-
efficient destinations like India.
By offering high-quality servic-
es at competitive prices, Indian
mmpaniﬁ can attract more in-
ternational clients.

Future prospects
®  Policy reforms

Continued policy reforms
and government  initiabives
will play a crucial role in shap-
ing the future of the Indian
pharmaceutical industry. Sim-
plifying regulatory processes,
providing incentives for R&D,
and promoting ease of doing
business will enhance the in-

dustry’s growth prospects.
u Innovation and technol-

Innovation and technology
adoption will be key drivers of
future growth. Investing in ad-
vanced manufacturing technol-
ogies, persenalized medidne,
and telchealth can position In-
dian pharma companies at the
forefront of global healthcare
innovation.

® Focus on quality

Maintaining high-quality
standards will be essential for
the industry’s success. Indian
pharmaceutical companies
must invest in quality control
and assurance to meet global
standards and build trust with
international clients and regu-
lators.

s  Addressing supply chain
vulnerabilities

Reducing dependency on im-
ports for APls and raw mateni-
als is cruaal for the industry’s
resilience. Developing a robust
domestic supply chain and in-
vesting in ATl manufacturing
will mitigate risks and ensure
a stable supply of essential
drugs.

®  Public-private
partnerships
Collaboration between the
government and private sec-
tor can drive innovation and
growth, Public-privale partner-
ships can facilitate the develop-
ment of healthcare infrastruc-
ture, R&D capabilities, and
skill development initiabives.

Role of startups and
innovation
u  Startup ecosystem

India’s startup ecosystem is
thriving, with numerous phar-
maceutical and biotech start-
ups emerging. These startups
are driving innovation in drug
discovery, healthcare delivery,
and biotechnology.
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Indian pharma companies expandlng global footprint
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They are leveraging new tech-
nologies like Al and genomics
to develop novel therapics and
personalized medicine.

®  Venture capital and
funding

Increased venture capital in-
vestment in pharma and biotech
startups is providing the neces-
sary funding for research and
innovation. Government grants
and funding programs, such as
the Biotechnology Industry Re-
search Assistance Coundl (Bl
RACQ), are also supporting start-
ups in their early stages.

Impact of Covid-19
B Accelerated vaccine
development

The Covid-19 pandemic
showcased India’s capabil-
ity in rapid vaccine develop-
ment and mass production.
Indian companies like Serum
Institute of India and Bharal
Biotech playved crucial roles in
producing Covid-19 vaccines,
reinforcing India’s position as a
global vacane hub.

= Enhanced focus on health
security

1 workforce with the necessary
i skills 1o meet industry de-
! mands. Continuous profes-
¢ sional development and cer-
: lification programs are also
'+ enhancing the capabilities of
: existing professionals.
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The pandemic has hlghllg,hl
ed the importance of health
security and the need for a ro-
bust pharmaceutical industry.
This has led to increased in-
vestments in healthcare infra-
structure, R&D, and domestic
manufacturing capabilities.

Expori potential
®  Increasing global footprint
Indian pharmaceutical com-
panies are expanding their
global footprint by exporting
to more than 200 countries.
Efforts to comply with inter-
national regulatory standards
and obtain certifications from

agencies like the US FDA
and EMA have opened new
markets and boosted export
potential.

®  Strategic partnerships
Strategic partnerships with
global pharmaccutical giants
for co-development, licensing,
and distribution are providing
Indian companies access to ad-
vanced technologies and new
markets. These collaborations
are mutually beneficial, driving
growth and innovation.

Talent development and
education

Touching Lwes through Chemlcai Exce![ence

APIls

Product CAS No Pharmacopoeia
Phenylephrine Hydrochloride[QOral and Injectable) 61-76-7 :Eﬁs::i:]

Dexketoprafen Trometamaol{Oral and Injectable) 156604-73-4 | In-House

Dapagliflozin Propanediol 960404-43-2 | USP/In-House
Dapaglifiozin Amorphous 461432-26-8 | In-House

Fexofenadine Hydrothloride 153439-40-8 | IP/USP/ER/IP

Citicoline Sodium{Oral and Injectable) 33818-154 | IPfUSP

Ursodeoxycholic Acid 128-13-2 IP/USP/EP

Ketoprafen 22071-154 | USPEP

Tolaptan 150683-30-0 | IPfin-House

Alpha Lipoic Acid 1077-28-7 IP/USP/EP
Intermediates

Product CASNo End API

Mettl 2{4-44:{+-{hdrcindiheoyimetiyijpiperidin 4] 154477:55-1 | Fexofenadine Hydrochloride
butanayl)phenyl)-2-methylpropanoate

Phemylephrine Base 59-42-7 Phenylephrine Hydrochloride
L-proline benzyl ester hydrochlaride 16652-71-4 Lisinopril

N-{2 -Cyanobiphenyl-d-yimethyl)-L-valine Methyl Ester

HVLM"'“ME” V-d-yimethy) iyl 482577-59-3 | Valsartan
2,3,4,6-Tetrakis-O-trimethylsilyl-D-gluconolactone 32384-65-9 | Dapaglifiozin/Empaglifiozin
4-Bromo-1-chlora-2-[4-ethoxybenzyl|benzene 4561432-23-5 | Dapagliflozin

Mote: These products are ot available for sale in countres where the patents are applicable or still valid

Contact nbormaton

Walency Labs Pt Lid, Village larmis, Moragur-Jansul Road, Raipura, Punjsl 140401, inda [mall infoi@valensrlabn oo | Comtact: 9515656305
For sales queries: Emasl marketing Svaleacelatn co | Cortact: 1560100723, For canvens: b @ ralencrlabe oo

# Industry-academia
collaboration
Collaborations between lhe
pharmaceutical industry and
academic institutions are vital
for talent development and
innovation. Joint rescarch pro-
grams, internships, and train-
ing initialives are bridging the
gap between academia and in-
dustry, ensuring a steady sup-
ply of skilled professionals.

®  Specialized training
programs

The introduction of spe-

cialized training programs

in pharmaceutical sciences,
biotechnology, and regula-

: Government initiatives and

¢ policy support
: m Atmanirbhar Bharat

(Self-reliant India)
The Atmanirbhar Bharat

initiative aims to make India
¢ self-reliant in various sectors,
¢ including pharmaceuticals.

Policies promoting domestic

¢ manufacturing of APls and

reducing dependency on im-

i ports are strengthening the
¢ industry’s foundation,

: mFostering innovation

Government initiatives

P osuch as the Startup India
: program and the National
: Biopharma Mission are fos-
¢ fering innovation and en-
: ftreprencurship in the phar-
: maceutical
¢ initatives provide funding,

sector.  These
menlorship, and infrastruc-
ture support to startups and
researchers.

Sustainable practices and
: environmental responsibility
: uGreen chemistry

The adoption of green chem-

istry principles is reducding

the environmental impact of
pharmaceutical manufacturing.
Sustainable practices n drug
synthesis, waste management,
and energy consumption are be-
coming increasingly important.

= Corporate Sacial
Responsibility (CSR)

Pharmaceutical  companies
are actively engaging in CSR ac-
tivities, focusing on improving
public health, supporting com-
munily healthcare initiatives,
and enhancing access to medi-
cines, These efforts are building
a positive image and contribut-
ing to socictal well-being.

Future trends and
technologies
= Precision medicine

The rise of precision medi-
cine, which tailors treatments
based on individual genetic
profiles, is set to revolutionize
healthcare. Indian companies
are investing in genomics and
bioinformatics to develop per-
sonalized therapies.

u  Digital health

The integration of digital
health technologies, such as
telemedicine, mobile health
apps, and wearable devices,
is transforming patient care,
These technologies enable re-
mote monitoring,  teal-time
health data analysis, and im-
proved patient outcomes.

s Nanotechnology

Nanotechnology is emerging
as a promising field in drug de-
livery and diagnostics. Indian
researchers and companies are
exploring the use of nanomate-
rials to develop more effective
and targeted therapies.

Conclusion

The Indian pharmaceutical
industry is poised for a trans-
formative future, driven by
innovation, strategic  invest-
ments, and robust govern-
ment support. By addressing
challenges, embracing  new
technologies, and fostering a
culture of research and devel-
opment, India can solidify ils
position as a global pharma-
ceutical leader. The industry’s
potential for growth and ils
ability to contribute significant-
ly to global healthcare make it
a crudal plaver in the world
economy. With a forward-look-
ing approach and collabora-
tive efforts, the Indian pharma
industry is sel to achieve new
heights in the coming years. #

(The author is leading
pharmaceutical consultant and
Editor- in Chief of M Today)




